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This document provides specifications for submitting file format types using eCTD
specifications. A list of accepted file types, and the eCTD locations in which those file
types are permissible are provided. The file types in the tables below may be provided only
in the specific sections listed.

l. General Information

Documents should be provided in PDF searchable format. Images (e.g., BMP, JPG, GIF,
PNG) should be rendered into PDF format and retain searchable text whenever possible.
When this isn’t possible, please refer to the tables below. Additional information related to
PDF documents is available in the FDA technical specification FDA Portable Document
Format (PDF) Specifications.

1. Acceptable File Formats for Use in eCTD Module 1

Documents | Format Name/Description Accepted ineCTD
and Modules/Headings
Labeling
DOC Microsoft Word document m1-14 sub-sections
DOCX Office Open XML document m1-14 sub-sections
XML Extensible Markup Language m1\us\[labeling\spl]
GIF Graphic Interchange Format (CompuServe m1-14 and m1-15 sub-sections
Bitmap)
JPG, JPEG | JPEG Image File m1-14 and m1-15 sub-sections
PNG Portable Network Graphics Bitmap m1-14 and m1-15 sub-sections
Audio Format Name/Description Accepted ineCTD
format Modules/Headings
AU Music File (various, usually Sun or UNIX) m1-15 sub-sections
MP2 MPEG Audio Stream, Layer Il (MIME video | m1-15 sub-sections
file)
MP3 MPEG Audio Stream, Layer Il m1-15 sub-sections
MP4 MPEG-4 Video File m1-15 sub-sections
WAV Windows Waveform Sound m1-15 sub-sections
WMA Windows Media File (contains audio) m1-15 sub-sections
Video Format Name/Description Accepted ineCTD
format Modules/Headings
AVI Audio Video Interleave File m1-15 sub-sections
FLV Flash Video m1-15 sub-sections
MPEG Moving Picture Experts Group (MPEG m1-15 sub-sections
Movie)
SWF Macromedia Flash (for viewing) m1-15 sub-sections
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Video Format Name/Description Accepted ineCTD

format Modules/Headings

WMV Windows Media File (contains both video m1-15 sub-sections

and audio)

Images Format Name/Description Accepted ineCTD
Modules/Headings

BMP Windows or OS/2 Bitmap Graphics m1-15 sub-sections

GIF Graphic Interchange Format (CompuServe m1-15 sub-sections

Bitmap)

JPG, JPEG | JPEG Image File m1-15 sub-sections

PNG Portable Network Graphics Bitmap m1-15 sub-sections

Web Format Name/Description Accepted ineCTD

format Modules/Headings

HTM, HyperText Markup Language m1-15 sub-sections

HTML

Flashand | n1acromedia Flash Source File m1-15 sub-sections

Shockwave ]

(.fv, fla, Macromedia Shockwave Flash Format

flv, .swf)

I11.  eCTD Modules 2 through 5

File Types | Format Name/Description eCTD Module/Section

CSS Cascading Style Sheets m4, m5 (CDISC metadata)

DAT Data File m4, m5 (data)

GIF CompuServe's Graphics Interchange Format | m2 —m5

JPG Joint Photographic Group m2 —m5

PNG Portable Network Graphics Bitmap m2 —m5

SVG Scalable Vector Graphics m2 —mb5

TXT Text Document File m3 - m5 (data)

XML Extensible Markup Language m4, m5 (CDISC metadata)

XPT SAS Transport File m3 - m5 (data)

XSD XML Schema m4, m5 (CDISC metadata)

XSL Extensible Stylesheet Language (XML m4, m5 (CDISC metadata)

Stylesheet)
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IV.  Supportive Required File Formats

eCTD Format Name/Description eCTD Folder Location or

Supportive Module/Section Referencing File

Required Formats

DTD Data Type Definition [sequence number folder]\util\dtd

folder

XSL Extensible Stylesheet Language (XML [sequence number folder]\util\style
Stylesheet) folder

XML Extensible Markup Language [sequence number folder], m1, m5

References:

References are available on the eCTD Web Page:
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/E
lectronicSubmissions/ucm153574.htm.

ICH M2 EWG technical specification, Electronic Common Technical Document
Specification

FDA Guidance for Industry, Providing Regulatory Submissions in Electronic
Format — Human Pharmaceutical Product Applications and Related Submissions
Using the eCTD Specifications

Portable Document Format (PDF) Specifications

Study Data Specifications

eCTD Backbone Files Specification for Module 1 (versions 1.3 and 2.1)

eCTD Backbone File Specification for Modules 2 through 5 3.2.2

The eCTD Backbone File Specification for Study Tagging Files 2.6.1

Questions may be sent to:

CDER: ESUB@fda.hhs.gov
CBER: ESUBPREP@fda.hhs.gov
Data-related questions: eDATA@fda.hhs.gov
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